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medicine - Part 1 


® CrossMark 


Background: In response to severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2), 
several new pharmaceutical agents have been administered to billions of people worldwide, 
including the young and healthy at little risk from the virus. Considerable leeway has been 
afforded in terms of the pre-clinical and clinical testing of these agents, despite an entirely 
novel mechanism of action and concerning biodistribution characteristics. 


Aim: To gain a better understanding of the true benefits and potential harms of the messenger 
ribonucleic acid (mRNA) coronavirus disease (COVID) vaccines. 


Methods: A narrative review of the evidence from randomised trials and real world data of 
the COVID mRNA products with special emphasis on BionTech/Pfizer vaccine. 


Results: In the non-elderly population the “number needed to treat” to prevent a single death 
runs into the thousands. Re-analysis of randomised controlled trials using the messenger 
ribonucleic acid (mRNA) technology suggests a greater risk of serious adverse events from the 
vaccines than being hospitalised from COVID-19. Pharmacovigilance systems and real-world 
safety data, coupled with plausible mechanisms of harm, are deeply concerning, especially in 
relation to cardiovascular safety. Mirroring a potential signal from the Pfizer Phase 3 trial, a 
significant rise in cardiac arrest calls to ambulances in England was seen in 2021, with similar 
data emerging from Israel in the 16-39-year-old age group. 


Conclusion: It cannot be said that the consent to receive these agents was fully informed, as is 
required ethically and legally. A pause and reappraisal of global vaccination policies for 
COVID-19 is long overdue. 


Contribution: This article highlights the importance of addressing metabolic health to reduce 
chronic disease and that insulin resistance is also a major risk factor for poor outcomes from 
COVID-19. 


Keywords: COVID-19; mRNA vaccine; cardiac arrests; real evidence-based medicine; shared 
decision-making. 


Vaccines save lives 


The development of safe and highly effective vaccines during the latter half of the 20th century 
has been one of medicine’s greatest achievements. The prominent scars on my left arm are a 
constant reminder of the success of our ability to curb some of the deadliest diseases such as 
smallpox, tuberculosis (TB), measles, mumps and rubella to name but a few. Collectively, 
traditional vaccines are estimated to save approximately 4-5 million lives per year.’ The greatest 
success of vaccination was the global eradication of smallpox, which had a 30% mortality rate.? 


In other words, almost one in three people who contracted it died. The development of a safe and 
effective vaccine after much trial and error resulted in 95 out of 100 individuals being protected from 
symptomatic infection from smallpox with immunity lasting five years, which by the 1970s resulted 
in complete eradication of the virus. Similarly, one dose of the measles vaccine is said to be ‘95% 
effective’. What is meant by this? What most people would assume is that 95 out of 100 who take the 
inoculation are protected from symptomatic infection, transmission and also have long-lasting 
immunity. Similarly, if exposed to chickenpox, only five out of 100 vaccinated children will catch it. 


Vaccines are also some of the safest interventions in the world when compared to most drugs 
used in chronic disease management, as indeed we should expect, given that they are being 
administered to prevent something in healthy people, not treat an illness. It was therefore welcome 
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news that in the summer of 2020, several drug companies 
including both Pfizer and Moderna announced the results of 
their 2-month randomised controlled trial that they had 
developed a vaccine with more than ‘95% effectiveness’ at 
preventing infection from what at the time was the 
predominantly circulating strain of the coronavirus disease 
2019 (COVID-19). 


A doctor’s experience 


Volunteering in a vaccine centre, I was one of the first to 
receive two doses of Pfizer’s messenger ribonucleic acid 
(mRNA) vaccine, at the end of January 2021. Although I knew 
my individual risk was small from COVID-19 at age 43 with 
optimal metabolic health, the main reason I took the jab was 
to prevent transmission of the virus to my vulnerable patients. 
During early 2021, I was both surprised and concerned by a 
number of my vaccine-hesitant patients and people in my 
social network who were asking me to comment on what 
I regarded at the time as merely ‘anti-vax’ propaganda. 


I was asked to appear on Good Morning Britain after a 
previously vaccine-hesitant film director Gurinder Chadha, 
Order of the British Empire (OBE), who was also interviewed, 
explained that I convinced her to take the jab. 


But a very unexpected and extremely harrowing personal 
tragedy was to happen a few months later that would be 
the start of my own journey into what would ultimately 
prove to be a revelatory and eye-opening experience so 
profound that after six months of critically appraising the 
data myself, speaking to eminent scientists involved in 
COVID-19 research, vaccine safety and development, and 
two investigative medical journalists, I have slowly and 
reluctantly concluded that contrary to my own initial 
dogmatic beliefs, Pfizer’s mRNA vaccine is far from being as 
safe and effective as we first thought. This critical appraisal is 
based upon the analytical framework for practicing and 
teaching evidence-based medicine, specifically utilising 
individual clinical expertise and/or experience with use of 
the best available evidence and taking into consideration 
patient preferences and values. 


A case study 


Case studies are a useful way of conveying complex 
clinical information and can elicit useful data that would 
be lost or not be made apparent in the summary results of 
a clinical trial. 


On 26 July 2021, my father, Dr Kailash Chand OBE, former 
deputy chair of the British Medical Association (BMA) and its 
honorary vice president (who had also taken both doses of 
the Pfizer mRNA vaccine six months earlier) suffered a 
cardiac arrest at home after experiencing chest pain. A 
subsequent inquiry revealed that a significant ambulance 
delay likely contributed to his death.? But his post-mortem 
findings are what I found particularly shocking and 
inexplicable. Two of his three major arteries had severe 
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blockages: 90% blockage in his left anterior descending artery 
and a 75% blockage in his right coronary. Given that he was 
an extremely fit and active 73-year-old man, having walked 
an average of 10-15000 steps/day during the whole of 
lockdown, this was a shock to everyone who knew him, but 
most of all to me. I knew his medical history and lifestyle 
habits in great detail. My father who had been a keen 
sportsman all his life, was fitter than the overwhelming 
majority of men his age. Since the previous heart scans (a few 
years earlier, which had revealed no significant problems 
with perfect blood flow throughout his arteries and only mild 
furring), he had quit sugar, lost belly fat, reduced the dose of 
his blood pressure pills, started regular meditation, reversed 
his prediabetes and even massively dropped his blood 
triglycerides, significantly improving his cholesterol profile. 


I couldn’t explain his post-mortem findings, especially as 
there was no evidence of an actual heart attack but with 
severe blockages. This was precisely my own special area of 
research. That is, how to delay progression of heart disease 
and even potentially reverse it. In fact, in my own clinic, I 
successfully prescribe a lifestyle protocol to my patients on 
the best available evidence on how to achieve this. I’ve even 
co-authored a high-impact peer-reviewed paper with two 
internationally reputed cardiologists (both editors of medical 
journals) on shifting the paradigm on how to most effectively 
prevent heart disease through lifestyle changes.* We 
emphasised the fact that coronary artery disease is a chronic 
inflammatory condition that is exacerbated by insulin 
resistance. Then, in November 2021, I was made aware of a 
peer-reviewed abstract published in Circulation, with 
concerning findings. In over 500 middle-aged patients under 
regular follow up, using a predictive score model based on 
inflammatory markers that are strongly correlated with risk 
of heart attack, the mRNA vaccine was associated with 
significantly increasing the risk of a coronary event within 
five years from 11% pre-mRNA vaccine to 25% 2-10 weeks 
post mRNA vaccine. An early and relevant criticism of the 
validity of the findings was that there was no control group, 
but nevertheless, even if partially correct, that would mean 
that there would be a large acceleration in progression of 
coronary artery disease, and more importantly heart attack 
risk, within months of taking the jab. I wondered whether 
my father’s Pfizer vaccination, which he received six months 
earlier, could have contributed to his unexplained premature 
death and so I began to critically appraise the data. 


Questioning the data 


I recalled a cardiologist colleague of mine informing me, to 
my astonishment at the time, that he had made a decision not 
to take the vaccine for a number of reasons, including his 
personal low background COVID-19 risk (see Table 1) and 
concerns regarding unknown short- and longer-term harms. 
One thing that alarmed him about Pfizer’s pivotal mRNA 
trial published in The New England Journal of Medicine was the 
data in the supplementary appendix, specifically that there 
were four cardiac arrests in those who took the vaccine 
versus only one in the placebo group.’ These figures were 


TABLE 1: Infection fatality rate of ancestral variants of COVID-19 pre-vaccination 
by age. 


Age Median IFR % Median IFR Survival rate 
(absolute) estimate (%) 

0-19 0.0027 1 in 37 037 99.9973 

20-29 0.0140 Lin 7143 99.9860 

30-39 0.0310 Lin 3225 99.9690 

40-49 0.0820 1in 1220 99.9180 

50-59 0.2700 1in 370 99.7300 

60-69 0.5900 1in 169 99.4100 

> 70 community 2.4000 lin 42 97.6000 

> 70 overall 5.5000 1in18 94.5000 


Source: Adapted from Axfors C, loannidis JPA. Infection fatality rate of COVID-19 in 
community-dwelling elderly populations. Eur J Epidemiol. In press 2022;37(3):235-249. 
https://doi.org/10.1007/s10654-022-00853-w 


IFR, infection fatality rate. 


TABLE 2: Deaths prevented, and number needed to vaccinate to prevent a death 
based on death rates and case fatality rates from UKHSA data for England during 
Delta wave. 


Number needed to vaccinate 
per death prevented based 
on differences in death rates 


Age Deaths prevented 
(in England) based on 
differences in death 


rates per 100 000 per 100 000 
<18 -0.1 Negative 
18-29 70 93 000 
30-39 240 27 000 
40-49 640 10 000 
50-59 2740 2600 
60-69 4580 1300 
70-79 9100 520 
80+ 11900 230 
Total 29 270 - 


Source: Adapted from HART. How many injections to prevent one covid death? [homepage 
on the Internet]. No date. Available from: https://www.hartgroup.org/number-needed-to- 
vaccinate/ 


UKHSA, United Kingdom Health Security Agency. 


small in absolute terms and did not reach statistical 
significance in the trial, suggesting that it may just be 
coincidence, but without further studies it was not possible 
to rule out this being a genuinely causal relationship 
(especially without access to the raw data), in which case it 
could have the effect of causing a surge in cardiac arrests 
once the vaccine was rolled out to tens of millions of people 
across the globe. 


In terms of efficacy, headlines around the world made very 
bold claims of 95% effectiveness, the interchangeable use of 
‘efficacy’ and ‘effectiveness’ glossing over the big difference 
between controlled trial and real-world conditions.’ It would 
be understandable for the lay public and doctors to interpret 
this that if 100 people are vaccinated then 95% of people 
would be protected from getting the infection. Even the 
Centers of Disease Control (CDC) director Rochelle Walensky 
recently admitted in an interview that it was initial news 
from CNN that made her optimistic that the vaccine would 
significantly stop transmission and infection, but this was 
later to be proved far from true for the COVID-19 vaccines.’ 
The original trial revealed that a person was 95% ‘less likely’ 
to catch the autumn 2020 variant of COVID-19. This is known 
in medical speak as relative risk reduction, but to know the 
true value of any treatment one needs to understand for that 
person, by how much is their individual risk reduced by the 
intervention — that is, the absolute individual risk reduction. 
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Importantly, it turns out that the trial results suggest that 
the vaccine was only preventing a person from having a 
symptomatic positive test, and the absolute risk reduction for 
this was 0.84% (0.88% reduced to 0.04%). In other words, if 
10000 people had been vaccinated and 10000 had not, for 
every 10000 people vaccinated in trial 4 would have tested 
positive with symptoms compared to 88 who were 
unvaccinated. Even in the unvaccinated group, 9912 of the 
10000 (over 99%) would not have tested positive during the 
trial period. Another way of expressing this is that you would 
need to vaccinate 119 people to prevent one such symptomatic 
positive test (assumed to be indicative of an infection, which, 
in itself, is potentially misleading but beyond the scope of 
this article).” 


This absolute risk reduction figure (0.84%) is extremely 
important for doctors and patients to know but how many of 
them were told this when they received the shot? Transparent 
communication of risk and benefit of any intervention is a 
core principle of ethical evidence-based medical practice and 
informed consent.!! 


The Academy of Medical Royal Colleges made this clear in a 
paper published in the BMJ in 2015.” A co-author at the time 
was also the then chair of the General Medical Council. In 
fact, in a 2009 World Health Organization (WHO) bulletin 
Gerd Gigerenzer, the director of the Max Planck institute 
stated, ‘It’s an ethical imperative that every doctor and 
patient understand the difference between relative and 
absolute risks to protect patients against unnecessary anxiety 
and manipulation’. 


Contrary to popular belief, what the trial did not show was 
any statistically significant reduction in serious illness or 
COVID-19 mortality from the vaccine over the 6-month period 
of the trial, but the actual numbers of deaths (attributed to 
COVID-19) are still important to note. There were only two 
deaths from COVID-19 in the placebo group and one death 
from COVID-19 in the vaccine group. Looking at all-cause 
mortality over a longer period, there were actually slightly 
more deaths" in the vaccine group (19 deaths) than in the 
placebo group (17 deaths). Also of note was the extremely low 
rate of COVID-19 illness classed as severe in the placebo group 
(nine severe cases out of 21686 subjects, 0.04%), reflecting a 
very low risk of severe illness even in regions chosen for the 
trial because of perceived high prevalence of infection. 


Finally, the trials in children did not even show a reduction 
in symptomatic infections but instead used the surrogate 
measure of antibody levels in the blood to define efficacy, 
even though the relationship between Wuhan-spike vaccine- 
induced antibody levels and protection from infection is 
tenuous, at best. The Food and Drug Administration’s (FDAs) 
own website states that: 


[R]esults from currently authorised SARS-COV-2 antibody tests 
should not be used to evaluate a person’s level of immunity or 
protection from COVID-19 at any time, and especially after the 
person received a COVID-19 vaccination." 


Now that we know what the published trial did and did not 
show in terms of the vaccine efficacy, we can attempt to 
extrapolate what the effect of the vaccine would be in reducing 
mortality or any other adverse outcome from the virus. If there 
is a 1 in 119 chance the vaccine protects you from getting 
symptomatic infection from ancestral variants, then to find the 
protection against death, this figure (n = 119) mustbe multiplied 
by the number of infections that lead to a single death for each 
age group. This would give (for up to two months after the 
inoculation) the absolute risk reduction (for death) from the 
vaccine. For example, if my risk at age 44 from dying from 
Delta (should I get infected with it) is 1 in 3000, then the 
absolute risk reduction from the vaccine protecting me from 
death is 1 over 3000 multiplied by 119, that is, 1 per 357000. 


Of course, even for those people who do become infected the 
vaccination may provide some protection against death. 
From observational data it is possible to calculate the number 
who would need to be vaccinated to prevent a COVID-19 
death. For example, comparing the population death rates’® 
during the Delta wave gives 230 for people over 80s needing 
to be vaccinated to prevent a single death in that period with 
that number rising to 520 for people in their 70s and 10000 
for people in their 40s (see Table 2 and Figure 1”). However, 
these figures will be distorted by inaccuracies in the measure 
of the size of the unvaccinated population. As also 
pointed out in a recent editorial by John Ioannidis in BMJ 
evidence-based medicine the inferred efficacy of the vaccine 
from non-randomised studies may be ‘spurious’, with bias 
being generated by ‘pre-existing immunity, vaccination 
misclassification, exposure differences, testing, disease risk 
factor confounding, hospital admission decision, treatment 
use differences and death attribution’.® 


These numbers are for the whole population of England and 
do not necessarily apply to the healthy; more than 95% of 
deaths were in people with pre-existing conditions.” It is 


I COVID-19 death rate unvaccinated 
I COVID-19 deaths vaccinated 


440 more deaths per 
100 000 people if 
unvaccinated 


100 000/440 = 230 


Therefore, 230 people 
must be vaccinated to 
prevent one death in 

over 80s in this period 


Deaths per 100 000 people 


Source: Fraiman J, ErvitiJ, Jones M, et al. Serious adverse events of special interest following 
mRNA COVID-19 vaccination in randomized trials in adults. Vaccine. 2022 Aug 30:S0264- 
410X(22)01028-3. https://doi.org/10.1016/j.vaccine.2022.08.036 

Note: Difference between proportion of unvaccinated and vaccinated population dying with 
COVID-19 from 27 Aug to 16 Dec 2021. 


UKHSA, United Kingdom Health Security Agency. 


FIGURE 1: Calculation of number needed to be vaccinated from COVID-19 death 
rates in vaccinated and unvaccinated from UKHSA data for England during the 
Delta wave. The difference between the deaths that occurred in the vaccinated 
and that would have occurred if they had the same rate as the unvaccinated was 
used to calculate the number of people who would need to be vaccinated to 
prevent a single death. 
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also important to note that the vaccinated and unvaccinated 
populations are different in other ways, which could bias 
the death data. For example, the unvaccinated are more 
likely to be from a lower socioeconomic demographic, 
which puts them at a greater risk of severe illness or death 
should they be infected. 


Professor Carl Heneghan, the director of the Centre of 
Evidence Based Medicine in Oxford, has explained his own 
clinical experience of healthy user bias. Some of his own 
patients who ended up in intensive care unit (ICU) with 
COVID-19 (classified as unvaccinated) did not take the vaccine 
because they were already suffering from terminal illness. 


Given these limitations, the above figures are likely an 
overestimate of the individual benefit of vaccination; the 
open and frank discussion of such uncertainties is an essential 
component of shared decision-making. 


What should be part of the shared decision-making 
informed consent discussion when any member of the 
public is considering taking the shot is something along 
these lines: Depending on your age, several hundreds or 
thousands of people like you would need to be injected in 
order to prevent one person from dying from the Delta 
variant of COVID-19 over a period of around three months. 
For the over 80s, this figure is at least 230, but it rises the 
younger you are, reaching at least 2600 for people in their 
50s, 10000 for those in their 40s, and 93 000 for those 
between 18 and 29 years. For omicron, which has been 
shown to be 30% - 50% less lethal, meaning significantly 
more people would need to be vaccinated to prevent one 
death. How long any protection actually lasts for is 
unknown; boosters are currently being recommended after 
as short a period as 4 months in some countries. 


But how many people have had a conversation that even 
approaches an explanation similar to that? This is before 
we get into the known, unknown and as yet to be fully 
quantified harms. 


Although many have proposed that omicron is intrinsically 
less lethal (supported by observed molecular differences 
between omicron and the Wuhan-type virus) immunity built 
up by prior exposure protecting against severe illness is 
likely to be relevant to some extent as well. The critical 
point to note that, whether it is a viral or immune-related 
phenomenon, the milder nature of omicron is evident in 
the unvaccinated and therefore the reduction in mortality 
should not be attributed to vaccines. < 


What are the harms? 


Concerns have already been raised about the under- 
reporting of adverse events in the clinical trials for the 
COVID-19 vaccines. Investigative medical reporter 
Maryanne Demasi analysed the various ways that the 
pivotal mRNA trials failed to account for serious harms.” 
Not only were trial participants limited to the type of 


adverse event they could report on their digital apps, 
but some participants who were hospitalised after 
inoculation were withdrawn from the trial and not reported 
in the final results. After two months into the pivotal trials, 
the FDA allowed vaccine companies to offer the vaccine to 
subjects in the placebo group, essentially torpedoing any 
chance of properly recording adverse events from that point 
on, forcing a reliance of pharmacovigilance data. 


Such data have shown that one of the most common mRNA 
COVID-19 vaccine-induced harms is myocarditis. A study 
across several Nordic countries showed an increased risk 
from mRNA vaccination over background, especially in 
young males.” Authorities have repeatedly maintained that 
myocarditis is more common after COVID-19 infection than 
after vaccination.” However, trial data demonstrating that 
vaccination reduces the risk of myocarditis in subsequent 
infection is elusive, and in fact the risks may be additive. 
Incidence of myocarditis rocketed from spring 2021 when 
vaccines were rolled out to the younger cohorts having 
remained within normal levels for the full year prior, 
despite COVID-19,7 with the most up-to-date evidence, a 
paper from Israel” found that the infection itself, prior to roll- 
out of the vaccine, conferred no increase in the risks of either 
myocarditis or pericarditis from COVID-19, strongly 
suggesting that the increases observed in earlier studies were 
because of the mRNA vaccines, with or without COVID-19 
infections as an additional risk in the vaccinated.” 


Indeed, this reflects my own clinical experience of advising 
and managing several patients in the community who 
presented with a clear suggestion from the history of 
myocarditis post mRNA vaccination but aren’t necessarily 
unwell enough to require hospital admission. A very fit lady 
in her 50s developed fatigue and shortness of breath on 
exertion a few weeks after her second Pfizer injection. An 
echocardiogram revealed severe impairment of her left 
ventricular function. Another lady in her 30s experienced 
similar symptoms with distressing palpitations within a few 
days of her second shot; mild left ventricular impairment 
was also present on echo and a subsequent cardiac MRI scan 
revealed several areas of late gadolinium enhancement, a feature 
seen on the scan, which is consistent with damaged heart 
tissue, and given that heart cells cannot be replaced this is 
likely to have a long-term impact. 


Although vaccine-induced myocarditis is not often fatal in 
young adults, MRI scans reveal that, of the ones admitted to 
hospital, approximately 80% have some degree of myocardial 
damage.*”° It is like suffering a small heart attack and 
sustaining some — likely permanent — heart muscle injury. 
It is uncertain how this will play out in the longer-term, 
including if, and to what degree, it will increase the risk of 
poor quality of life or potentially more serious heart rhythm 
disturbances in the future. 


A number of reports have produced concerning rates of 
myocarditis, depending on age, ranging from 1 in 6000 in 
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Israel” to 1 in 2700 in a Hong Kong study in male children 
and adolescents aged 12-17 years.” Most of the epidemiology 
studies that have been carried out have measured myocarditis 
cases that have been diagnosed in a hospital setting, and do 
not claim to be a comprehensive measure of more mild cases 
(from which long-term harm cannot be ruled out). In 
addition, under-reporting of adverse events is the scourge of 
pharmacovigilance data.” 


The United Kingdom relies on the Medicines and Health 
Regulatory Agency's (MHRAs) ‘Yellow Card’ reporting 
system,” which is far from adequate to cope with a rapid roll- 
out of a brand new product. It only detected the clotting 
problems that resulted in the withdrawal of the AstraZeneca 
product in April 2021 for younger people after 9.7 million 
doses had been given in the United Kingdom”; in contrast, 
Denmark detected the problem after only 150000 doses had 
been administered.” 


In the United Kingdom, since the vaccine roll-out there have 
been almost 500000 adverse event reports recorded (via the 
Yellow Card system) in association with the mRNA COVID-19 
vaccinations involving over 150000 individuals. In terms of 
the number of reports per person (i.e. having received at least 
one dose), the MHRA figures show around 1 in 120 suffering 
a likely adverse event that is beyond mild.” However, the 
MHRA are unclear about the rate and furthermore do not 
separate out the serious adverse events. Nevertheless, this 
level of reporting is unprecedented in the modern medical 
era and equals the total number of reports received in the 
first 40 years of the Yellow Card reporting system (for all 
medicines — not just vaccines) up to 2020.* In comparison, for 
the measles, mumps and rubella (MMR) vaccine, the number 
of reports per person vaccinated was around 1 in 4000, more 
than thirty times less frequent than the 1 in 120 Yellow Card 
reports for COVID-19 vaccine recipients.“ Norway does 
separate out the reported serious adverse reactions and has 
shown a rate of approximately 1 in 1000 after two doses of 
BioNTech/Pfizer mRNA product that result in hospitalisation 
or are life changing.” 


Another, and more useful, source of information (because of 
the level of detail for each report made available to the public) 
is the United States (US) Vaccine Adverse Effect Reporting 
System (VAERS). As with the UK’s system, the level of 
reports — including serious ones — associated with COVID-19 
vaccines is completely unprecedented. For example, over 
24000 deaths have now been recorded in VAERS as of 02 
March 2022; 29% of these occurred within 48 h of injection, and 
half within two weeks. The average reporting rate prior to 
2020 was less than 300 deaths per annum. One explanation 
often given for this is that the COVID-19 vaccine roll-out is 
unprecedented in scope; however, this is not valid, since 
(for the last decade at any rate) the United States has 
administered 150 million — 200 million vaccinations annually. 
Another criticism of VAERS is that ‘anyone can make an 
entry’, yet, in fact, an analysis of a sample of 250 early deaths 
suggested that the vast majority are hospital or physician 


entries,” and knowingly filing a false VAERS report is a 
violation of Federal law punishable by fine and imprisonment.” 


Given that VAERS was set up to generate early signals of 
potential harm for new vaccines, and was instrumental in 
doing so for several products, it seems perverse to only now 
criticise it as unreliable when there seem to have been no 
changes in the way it operates. 


It has been estimated that serious adverse effects that are 
officially reported are actually a gross underestimate, and this 
should be borne in mind when the above comments in 
relation to VAERS reports are considered. For example, a 
paper by David Kessler (a former FDA Commissioner) cites 
data suggesting that as few as 1% of serious adverse events 
are reported to the FDA.* Similarly in relation to the Yellow 
Card scheme in the United Kingdom, it has been estimated 
that only 10% of serious adverse effects are reported.°”” A 
recent pre-print publication co-authored by some of the most 
trusted medical scientists in the world in relation to data 
transparency adds validity to pharmacovigilance data. 
Accessing data from the FDA and health Canada websites 
and combining results from journal articles that published the 
Pfizer and Moderna trials, the authors concluded that the 
absolute risk of a serious adverse event from the mRNA 
vaccines (a rate of one in 800) significantly exceeded the risk 
of COVID-19 hospitalisation in randomised controlled trials.” 


What VAERS and other reporting systems (including the yet 
to be accessed and independently evaluated raw data from 
randomised controlled trials) will miss are potential medium 
to longer term harms that neither patients nor doctors will 
automatically attribute to the drug. For example, if the mRNA 
vaccine increases the risk of a coronary event within a few 
months (in what was a likely contributory factor in my 
father’s sudden cardiac death), then this would increase 
event rates well beyond the first few weeks of the jab yet 
linking it back to the vaccine, and thus reporting it is highly 
unlikely to occur later on. 


It is instructive to note that according to ambulance service 
data, in 2021 (the year of the vaccine roll-out), there were 
approximately an extra 20000 (~20% increase) out-of-hospital 
cardiac arrest calls compared to 2019, and approximately 
14000 more than in 2020. Data obtained under Freedom of 
Information laws from one of the largest ambulance trusts in 
England suggest that there was no increase from November 
2020 to March 2021, and thereafter the rise has been seen 
disproportionately in the young.“ This is a huge signal that 
surely needs investigating with some urgency.” 


Similarly, a recent paper in Nature revealed a 25% increase in 
both acute coronary syndrome and cardiac arrest calls in the 
16- to 39-year-old age groups significantly associated with 
administration with the first and second doses of the mRNA 
vaccines but no association with COVID-19 infection.* The 
authors state that: 


[T]he findings raise concerns regarding vaccine-induced 
undetected severe cardiovascular side effects and underscore the 


Page 6 of 8 H Review Article 


http://www.insulinresistance.org E Open Access 


already established causal relationship between vaccines and 
myocarditis, a frequent cause of unexpected cardiac arrest in 
young individuals. (p. 1) 


The disturbing findings in this paper have resulted in calls 
for a retraction. In the past, scientists with a different view of 
how data should be analysed would have published a paper 
with differing assumptions and interpretation for discussion. 
Now they try to censor. 


Many other concerns have been raised about potential harms 
from the vaccines in the mid- to long-term. Although some of 
these concerns remain hypothetical, it may be a grave mistake 
to focus only on what can be measured and not on the wider 
picture, especially for the young. 


What could be the mechanism 
of harm? 


For ‘conventional vaccines’, an inert part of the bacteria or 
virus is used to ‘educate’ the immune system. The immune 
stimulus is limited, localised and short-lived. For the COVID-19 
vaccines, spike protein has been shown to be produced 
continuously (and in unpredictable amounts) for at least four 
months after vaccination“ and is distributed throughout the 
body after intramuscular injection. For the severe acute 
respiratory syndrome coronavirus 2 (SARS-CoV-2) vaccines, 
the spike protein was chosen, possibly because it enables cell 
entry. However, this protein is not inert, but rather it is the 
source of much of the pathology associated with severe 
COVID-19, including endothelial damage,’ clotting 
abnormalities” and lung damage. It is instructive to note that 
prior to roll-out of the mRNA products, the WHO endorsed a 
priority list of potential serious adverse events of special 
interest that may occur as a direct result of COVID-19 vaccines. 
The list was based upon the specific vaccine platform, adverse 
events associated with prior vaccines in general, theoretical 
associations based upon animal models and COVID-19- 
specific immunopathogenesis” (see Figure 2). 


Is the vaccine doing more harm 
than good? 


The most objective determinant of whether the benefits of the 
vaccines outweigh the harms is by analysing its effects on 
‘all-cause mortality’. This gets round the thorny issue as to 
what should be classified as a COVID-19 death, and also 
takes full account of any negative effects of the vaccine. It 
would be surprising — to say the least —if during an apparently 
deadly pandemic, an effective vaccine could not clearly and 
unequivocally be shown to reduce all-cause mortality. 


Pfizer’s pivotal mRNA trial in adults did not show any 
statistically significant reduction in all-cause mortality, and 
in absolute terms there were actually slightly more deaths in 
the treatment arm versus in the placebo. 


Work by Fenton et al. showed an unusual spike in mortality 
in each age group of the unvaccinated population, which 


Included SAE types (matching AESI list): Abdominal pain, Abdominal pain upper, Abscess, 
Abscess intestinal, Acute coronary syndrome, Acute kidney injury, Acute left ventricular 
failure, Acute myocardial infarction, Acute respiratory failure, Anaemia, Anaphylactic reaction, 
Anaphylactic shock, Angina pectoris, Angina unstable, Angioedema, Aortic aneurysm, Aortic 
valve incompetence, Arrhythmia supraventricular, Arteriospasm coronary, Arthritis, Atrial 
fibrillation, Atrial flutter, Axillary vein thrombosis, Basal ganglia haemorrhage, Bile duct stone, 
Blood loss anaemia, Bradycardia, Brain abscess, Cardiac failure, Cardiac failure acute, 
Cardiac failure congestive, Cardiac stress test abnormal, Cardio-respiratory arrest, Cerebral 
infarction, Cerebrovascular accident, Chest pain, Cholecystitis, Cholecystitis acute, 
Cholelithiasis, Colitis, Coronary artery disease, Coronary artery dissection, Coronary artery 
occlusion, Coronary artery thrombosis, Deep vein thrombosis, Dermatitis bullous, Diabetic 
ketoacidosis, Diarrhoea, Diplegia, Dyspnoea, Embolic stroke, Empyema, Facial paralysis, 
Fluid retention, Gastroenteritis, Gastrointestinal haemorrhage, Haematoma, Haemorrhagic 
stroke, Hemiplegic migraine, Hepatic enzyme increased, Hyperglycaemia, Hyponatraemia, 
Hypoxia, Ischaemic stroke, Laryngeal oedema, Multiple sclerosis, Myocardial infarction, Non- 
cardiac chest pain, Oedema peripheral, Pancreatitis, Pancreatitis acute, Pericarditis, 
Peripheral artery aneurysm, Peritoneal abscess, Pleuritic pain, Pneumothorax, Post 
procedural haematoma, Post procedural haemorrhage, Postoperative abscess, Procedural 
haemorrhage, Psychotic disorder, Pulmonary embolism, Rash, Rash vesicular, Respiratory 
failure, Retinal artery occlusion, Rnabdomyolysis, Rheumatoid arthritis, Schizoaffective 
disorder, Seizure, Subarachnoid haemorrhage, Subcapsular renal haematoma, Subdural 
haematoma, Tachyarrhythmia, Tachycardia, Thrombocytopenia, Thyroid disorder, Toxic 
encephalopathy, Transaminases increased, Transient ischaemic attack, Traumatic intracranial 
haemorrhage, Type 2 diabetes mellitus, Uraemic encephalopathy, Uterine haemorrhage, 
Vascular stent occlusion, Ventricular arrhythmia 


Source: Fraiman J, Erviti J, Jones M, et al. Serious adverse events of special interest following 
mRNA COVID-19 vaccination in randomized trials in adults. Vaccine. 2022 Aug 30:S0264- 
410X(22)01028-3. https://doi.org/10.1016/j.vaccine.2022.08.036. 


SAE, serious adverse events; AESI, adverse events of special interest. 


FIGURE 2: World Health Organization endorsed a list of adverse events of special 
interest associated with COVID-19 vaccinations. 


coincides with the vaccine roll-out for each age group. 
The rapid shrinking in the size of this population means a 
small-time lag could theoretically produce this effect 
artifactually. Alternative explanations must include the 
(more likely) possibility that a rise in mortality after 
vaccination was misattributed to the unvaccinated 
population: in other words, those counted as ‘unvaccinated 
deaths’ would in fact be those who had died within 14 days 
of being vaccinated (a freedom of information [FOI] request 
has now confirmed that authorities in Sweden were indeed 
categorising deaths within 14 days of dosing as unvaccinated, 
creating a misleading picture of efficacy vs death). 


One has to raise the possibility that the excess cardiac 
arrests and continuing pressures on hospitals in 2021/2022 
from non-COVID-19 admissions may all be signalling a 
non-COVID-19 health crisis exacerbated by interventions, 
which would of course also include lockdowns and/or 
vaccines. 


Given these observations, and reappraisal of the randomised 
controlled trial data of mRNA products, it seems difficult to 
argue that the vaccine roll-out has been net beneficial in all age 
groups. While a case can be made that the vaccines may have 
saved some lives in the elderly or otherwise vulnerable groups, 
that case seems tenuous at best in other sections of the 
population, and when the possible short-, medium- and 
unknown longer-term harms are considered (especially for 
multiple injections, robust safety data for which simply does not 
exist), the roll-out into the entire population seems, at best, a 
reckless gamble. It’s important to acknowledge that the risks of 
adverse events from the vaccine remain constant, whereas the 
benefits reduce over time, as new variants are (1) less virulent 
and (2) not targeted by an outdated product. Having appraised 
the data, it remains a real possibility that my father’s sudden 
cardiac death was related to the vaccine. A pause and reappraisal 
of vaccination Policies for COVID-19 is long overdue. 
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Background: Authorities and sections of the medical profession have supported unethical, 
coercive, and misinformed policies such as vaccine mandates and vaccine passports, 
undermining the principles of ethical evidence-based medical practice and informed consent. 
These regrettable actions are a symptom of the ‘medical information mess’: The tip of a 
mortality iceberg where prescribed medications are estimated to be the third most common 
cause of death globally after heart disease and cancer. 


Aim: To identify the major root causes of these public health failures. 


Methods: A narrative review of both current and historical driving factors that underpin the 
pandemic of medical misinformation. 


Results: Underlying causes for this failure include regulatory capture — guardians that are 
supposed to protect the public are in fact funded by the corporations that stand to gain from 
the sale of those medications. A failure of public health messaging has also resulted in wanton 
waste of resources and a missed opportunity to help individuals lead healthier lives with 
relatively simple — and low cost — lifestyle changes. 


Conclusion: There is a strong scientific, ethical and moral case to be made that the current 
COVID vaccine administration must stop until all the raw data has been subjected to fully 
independent scrutiny. Looking to the future the medical and public health professions must 
recognise these failings and eschew the tainted dollar of the medical-industrial complex. It 
will take a lot of time and effort to rebuild trust in these institutions, but the health — of both 
humanity and the medical profession — depends on it. 


Contribution: This article highlights the importance of addressing metabolic health to reduce 


chronic disease and that insulin resistance is also a major risk factor for poor outcomes from 
COVID-19. 


Keywords: COVID-19; mRNA vaccine; cardiac arrests; real evidence-based medicine; shared 
decision making. 


A pandemic of misinformation 


What has become clear with regard to the coronavirus disease 2019 (COVID-19) vaccines is that 
we have a pandemic of misinformed doctors and a misinformed and unwittingly harmed public. 
Coercively mandating these COVID-19 vaccinations (most certainly not an evidence-based policy) 
has been a particularly egregious mis-step, especially in the light of clear indicators suggesting 
that the use of these pharmaceutical interventions — especially in younger age groups — should 
have been suspended. Such policies continue to undermine the principles of ethical evidence- 
based medical practice and informed consent, to the detriment of optimising patient outcomes. 


In his 2017 paper, ‘How to survive the medical misinformation mess’, Professor John Ioannidis 
and colleagues highlight that: 
[Most clinical trial results may be misleading or not useful for patients. Most guidelines (which many 
clinicians rely on to guide treatment decisions) do not fully acknowledge the poor quality of data on 
which they are based. Most medical stories in mass media do not meet criteria for accuracy, and many 
stories exaggerate benefit and minimise the harms.' (p. 1) 


A senior doctor in regular contact with the United Kingdom’s (UKs) Chief Medical Officer 
Professor Chris Whitty recently expressed concerns to me that he felt most of his colleagues in 
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leadership positions influencing health policy may not be 
critically appraising the evidence and instead are relying on 
media stories on COVID-19 and the vaccine. This is consistent 
with the admission of Rochelle Walensky, the former chair of 
the Centers of Disease Control (CDC), whose optimism in 
the efficacy of Pfizer’s COVID-19 vaccine came from reading 
a CNN news story, which was an almost verbatim 
reproduction of Pfizer’s own press release.” 


Has the UKs Chief Medical Officer Professor Chris Whitty 
critically appraised the evidence? Recently, he publicly shared 
a letter’ outlining the importance of healthcare staff to become 
vaccinated against COVID-19, which was neither 
comprehensive nor consistent with the totality of the evidence: 
‘The COVID-19 vaccines are safe and effective’. It would have 
been more accurate to state that ‘the vaccine is not completely 
safe and not anywhere close to being as effective as we'd 
hoped for. Not even in the same ball park when compared to 
the efficacy and safety of traditional vaccines’. 


Professor Chirs Witty stated: 


Our professional responsibility is to get the covid vaccines as 
recommended to protect our patients’. 


He should have said as far as omicron is concerned, 
‘the vaccine offers little to no protection against infection. 
Data on the delta variant also revealed that once infected 
there is no significant difference in transmission rates 
between the vaccinated and unvaccinated individuals. 


Professor Whitty’s statements are especially surprising given 
that the CEO of Pfizer has stated that in realtion to omicron 
‘We know that the two doses of a vaccine offer very limited 
pretection, if any’.° 


Could it be that Professor Whitty is also a victim of the 
medical misinformation mess? 


There are four key drivers and seven sins that are at the root 
of the medical misinformation mess: 


e Drivers: 

= Much published medical research is not reliable or is 
of uncertain reliability, offers no benefit to patients or 
is not useful for decision makers; 

= Most healthcare professionals are not aware of this 
problem; 

=" Evenifthey are aware of this problem, most healthcare 
professionals lack the skills necessary to evaluate the 
reliability and usefulness of medical evidence; and 

= Patients and families frequently lack relevant, accurate 
medical evidence and skilled guidance at the time of 
medical decision making.’ 


e Sins: 
= Biased funding of research (that’s research that’s 
funded because it’s likely to be profitable, not 
beneficial for patients) 
= Biased reporting in medical journals 
= Biased reporting in the media 
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= Biased patient pamphlets 

= Commercial conflicts of interest 

= Defensive medicine 

= An inability of doctors to understand and 
communicate health statistics.® 


Ioannidis and colleagues highlight that: 


‘Ignorance of this problem, even at the highest levels of academic 
and clinical leadership, is profound’! 


Compounded over several decades, these upstream and 
downstream risk factors for misinformation have had a 
devastating effect in the healthcare environment we find 
ourselves in today. Over-prescription of drugs is considered 
such a public health threat that two leading medical journals 
in the past 10 years (the BMJ and JAMA Internal Medicine) 
have launched campaigns to reduce the harms of too 
much medical intervention. According to the cofounder of 
the Cochrane Collaboration, Peter Gotzsche, prescribed 
medications are the third most common cause of death 
globally after heart disease and cancer.’ This is not surprising 
when one understands that most published research is 
misleading specifically where benefits from drug trials are 
exaggerated, and harms downplayed (Box 1°). 


If a doctor is making clinical decisions on biased information, 
it will lead (at best) to suboptimal outcomes and (more 
concerningly) harm to patients. 


Shortcomings of the medical profession 


According to Professor Carl Heneghan and urgent care 
General Practitioner, the director of the University of Oxford’s 
Centre of Evidence-Based Medicine: ‘with every intervention 
you do as a doctor you must ask yourself two questions: how 
much difference does it make? How do I know this?” 


Building on the Academy of Medical Royal Colleges 
Choosing Wisely campaign,"“it is instructive to note that the 


BOX 1: Major limitations in the interpretation, external validity and usefulness 
of drug industry-sponsored clinical trials. 


1. Trials are conducted of a study drug against a treatment known to be inferior 


2. Use multiple endpoints in the trial and select for publication those that give 
favourable results 


3. Do multicentre trials and select for publication results from centres that are 
favourable 


4. Conduct subgroup analyses and select for publication those that are favourable 


5. Present results that exaggerate the benefit — for example, use of relative risks 
as opposed to absolute risks 


Conduct trials on subjects that are unrepresentative of the patient population 
Conflate primary and secondary endpoints in the published report 


Conceal unblinded patients and include them in efficacy analyses for publication 


© ha Be 


Exclude placebo responders in the wash-out phase of the trial 

10. Delay publication of negative trial results until positive trial results are published 
11. Conceal negative trial results whilst publishing only positive trial results 

12. Conceal serious adverse events 


13. Fail to distinguish clinical from statistical significance 


Source: Adapted from Jureidini J, McHenry L. The illusion of evidence based medicine. 
Adelaide: Wakefield Press; 2020 


General Medical Council in 2020 issued guidance on the duty 
of doctors to engage in Shared Decision Making with patients, 
underpinned by informed consent." 


There are six components essential to informed decision making: 
(1) description of the nature of the decision; (2) discussion of 
alternatives; (3) discussion of risks and benefits (in absolute 
terms); (4) discussion of related uncertainties; (5) assessment of 
the patient’s understanding; and (6) elicitation of the patient’s 
preference. 


If the administration of the vaccine did not adhere to these 
principles (which is likely widespread, consistent with 
historical evidence”), then it is also a significant breach of 
General Medical Council duties of a doctor to ‘give patients 
the information they want or need in a way that they can 
understand’. 


It is instructive to note that the greater the financial interests 
in a given field, the less likely the research findings are to be 
true." As has been already demonstrated in Part 1'° of this 
article, mandating a novel emergency use authorisation 
vaccine to non-vulnerable people has little to no effect on 
preventing infection and serious illness, therefore does not 
have any scientific validity, and therefore breaches the 
principles of informed consent. It does, however, 
dramatically enhance the profits of the manufacturer. By 
expanding the uptake of the mRNA vaccine to the majority 
of the population that are very low risk of serious 
complications from COVID-19 but are more likely to suffer 
serious and/or life-threatening adverse events such as 
myocarditis or sudden cardiac death, Pfizer has generated 
tens of billion dollars in revenues to date, making it one it 
one of the most lucrative products in history. If policymakers 
had focussed more on protecting the vulnerable - and 
doctors had been given the opportunity to practice shared 
decision making with patients using transparent 
communication of risk and benefit — patient outcomes 
would likely have been significantly improved, but the 
drug companies’ profits would likely have been a tiny 
fraction of what they actually generated. As former Editor 
of the New England Journal of Medicine Dr Marcia Angell has 
previously pointed out ‘the real battle in healthcare is one of 


truth versus money’.”” 


Institutional corruption and erosion of public 
trust 


Institutional corruption is defined as an institution’s deviation 
from a baseline of integrity. There is a long-documented 
history (both through studies and lawsuits) of the strategies in 
which drug companies hide, ignore or misrepresent evidence 
about new drugs. Distortion of medical literature and 
misrepresentation of data by companies keen to expand the 
marketplace for their product may result in overprescribing 
with predictable consequences of millions of patients suffering 
from avoidable adverse reactions. 


Prior to 2020 there already existed gross shortcomings in 
the medical—-industrial complex — there has been too much 
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pharmaceutical industry influence on clinical decision 
making. This has not gone unnoticed, resulting in a 
growing crisis of trust in medical research: a report by the 
Academy of Medical Sciences in 2017 revealed that 82% of 
GPs and 63% of the public did not believe the results of 
pharmaceutical industry-sponsored research to be 
unbiased." Similarly, only 37% of the public trust medical 
research compared to 65% who trust the experience of 
their friends and family.” 


This growing lack of trust — most recently exacerbated by 
coercion, vaccine passports and little mainstream media 
coverage of an unprecedented scale of reported vaccine 
harms in the population — has been most recently 
exemplified by 8 million people in the UK refusing to take 
the COVID-19 booster shot. In addition, with all the 
attention on COVID-19 (which poses almost zero risk to 
children in its current omicron form), diverts attention away 
from, and even worse raises the suspicion of, more 
efficacious and safe interventions such as the measles, 
mumps, rubella (MMR) vaccine. Indeed, in the UK MMR 
vaccination rates have hit their lowest for 10 years. 


Failure of regulation and research misconduct 


Authorities want the public to ‘trust the science’, but 
vaccine manufacturers have successfully negotiated deals 
with several major governments globally that indemnify 
them against any financial liability in the event of vaccine- 
related harm. Interestingly, India, the world’s largest 
democracy, refused to grant Pfizer indemnity from 
harms for its vaccine. An Indian government source told 
Reuters that: 


[T]he whole problem with Pfizer is the indemnity bond. Why 
should we sign it? If something happens, a patient dies, we will 
not be able to question them [Pfizer]. If somebody challenges in a 
court of law, the central government will be responsible for 
everything, not the company.”! (p. 1) 


Pfizer walked away from the Indian market rather than 
undertake a local safety and immunogenicity study.” 


It is important to first understand that drug companies 
have a fiduciary obligation to deliver profits to their 
shareholders, not any legal responsibility to provide you 
with the best treatment. At a talk at the Centre of Evidence- 
Based Medicine in Oxford in 2014, Peter Wilmshurst said 
the real scandal is that many of those with a responsibility 
to patients and scientific integrity (doctors, academic 
institutions and medical journals) often collude with 
industry for financial gain.” It is this very industry that has 
been found guilty of the most egregious corporate crimes: 
between 2003 and 2016 the top 11 pharmaceutical 
companies paid $28.8 billion in fines just within the United 
States (US), much of it for criminal activity such as the 
illegal marketing of drugs, manipulation of results and 
hiding data on harms. As pointed out in the BMJ, since 
then no systemic changes have been made to mitigate 
these harms.’ 


In an international survey of respondents from higher 
education institutions, 14% admitted to knowing a colleague 
who fabricated, falsified and modified data, and 34% of 
scientists report questionable research practices that included 
selective reporting of clinical outcomes in published research 
and concealing conflicts of interest.” An egregious 
documented case of research misconduct involved a 
prominent Dutch physician whose work influenced the 
European Society of Cardiology guidelines on the use of beta 
blocker drugs in non-cardiac surgery. He was dismissed from 
Erasmus University for ‘violations in academic integrity’, 
including using ‘fictitious data’ in research. It’s estimated that 
these guidelines increased patient mortality by 27% resulting 
in 800000 excess deaths across Europe over an 8-year period.” 


In evidence submitted to the UK parliamentary science 
and technology review into research integrity committee 
in 2017 (Chaired by Sir Norman Lamb), Dr Peter 
Wilmshurst lists a number of risk factors that drive 
research misconduct in British institutions (see Box 27”). 
His solution, which I agree with, would be to ensure that 
serious forms of research misconduct are made into 
criminal offences with meaningful sanctions and that 
allegations of such activity should be investigated by an 
independent body with legal powers.” 


BOX 2: Written evidence from Dr Peter Wilmshurst to UK Parliamentary 
Science and Technology Research Integrity Committee (June 2018). 


Academic institutions bear responsibility for the pressure to publish for career 
advancement that can result in research misconduct. 


A record of prominent publication is likely to attract future funding, which 
institutions demand, and good publicity, which institutions desire. 


Other pressures for misconduct come from the association of academic institution 
with industry, such as when investigators or their institutions hold patents or 
shares, or they receive payments from industry, so that there is financial pressure 
to publish research that will be profitable for the company and to suppress 
‘negative’ findings. 


Some publications are simply organised criminal activities, which may be at the 
behest of sponsors, when prominent academics are paid large sums of money to 
publish false data by industry, or a sponsor may be one of the victims, 
when payments for conducting research are made to ‘investigators’, who simply 
fabricate data. 


Medical journals have financial pressures to publish positive findings of research 
on drugs and medical devices, because their manufacturers buy reprints of the 
papers for distribution to doctors and they pay for advertisements linked to 
articles favourable to their product. 


Academic institutions and journals depend on the public belief in the integrity of 
science, so they are unwilling to admit the seriousness and frequency of research 
misconduct. 


To protect their reputations academic institutions conceal research misconduct, 
destroy evidence and silence whistle-blowers. 


Journals are reluctant to admit that they published flawed research, so they 
commonly refuse to publish failures to replicate. 


Fear of a libel action contributes to the failure to expose research misconduct. 


Investigation of research misconduct may be difficult because there may be 
international collaboration between investigators, many of whom do not see the 
full data, and the resulting publications may be in journals that are published in 
countries where none of the investigators work. 


The bodies that investigate research misconduct in the UK (such as the GMC and 
UKRIO) are hampered by a desire to play down the problem, by lack of proper 
forensic skills when investigating, by inconsistent interpretation of rules and by 
inadequate powers to compel the cooperation of academic institutions and 
journals. 


Because lenient sanctions are imposed, institutions believe that the misconduct is 
not very serious, and potential research fraudsters are not deterred. 


Source: Wilmshurst P. Written evidence [homepage on the Internet]. 2017 [cited 2022 Jun 
5]. Available from: http://data.parliament.uk/writtenevidence/committeeevidence.svc/ 
evidencedocument/science-and-technology-committee/research-integrity/ 
written/68813.html 


GMC, General Medical Council; UKRIO, United Kingdom Research Integrity Office. 
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One researcher at a prestigious UK institution contacted me 
to inform me that in his cardiology department a group of 
academics were deliberately suppressing research that 
revealed that the mRNA vaccine was shown to significantly 
increase coronary risk as determined by cardiac imaging as 
compared to the unvaccinated. The chair of the group 
expressed concerns that publishing the data may result in 
loss of funding from the pharmaceutical industry.” After 
I had alluded to this on GB News, the whistle-blower 
informed me that non-disclosure agreement letters were 
sent to all members of the team involved in this particular 
area of research. 


Evidence-based medicine and 
COVID-19 vaccine roll-out 


Neither the drug regulators nor the vaccine manufacturers 
have yet to share all the raw data from the pivotal trials for 
the COVID-19 vaccines.” The raw data from clinical trials 
comprise thousands of pages that have yet to be released 
for independent scrutiny. This is important because 
historically when independent researchers have on 
occasion gained access to this data then it can completely 
overturn the conclusions of the published trials: A case in 
point is Tamiflu.” Getting access to clinical case reports for 
Tamiflu ultimately revealed that the drug was no more 
effective than paracetamol for influenza and also came 
with small but significant harms. The UK government had 
spent half a billion dollars stockpiling a drug that in effect 
proved to be useless despite claims by the manufacturers 
(Roche, Basil, Switzerland) that it shortened the duration 
and severity of the illness. The independent researchers 
who were able to analyse the data concluded that all 
industry-sponsored research should be considered 
marketing until proven otherwise. 


It is against this backdrop that transparency advocates 
sued the Food and Drug Administration (FDA) to gain 
access to the data upon which the Pfizer (BNT162b2) 
vaccine was granted emergency use authorisation.*' The 
FDA wanted a US Federal court judge to allow the agency 
55 years to release this data. Why would the FDA - 
‘which is responsible for the oversight of more than $2.7 
trillion in consumption of food, medical products, and 
tobacco’* — do this? Secrecy should never surround any 
public health intervention. The lawyer acting on behalf of 
the plaintiff Aaron Siri reported that: 


[T]he government also sought to delay full release of the data it 
relied upon to license this product until almost every American 
alive today is dead. That form of governance is destructive to 
liberty and antithetical to the openness required in a democratic 
society.” 


Instead, the judge ordered the FDA to release the data over a 
period of eight months after all commercially sensitive 
information has been redacted. 


A major risk factor for failure to protect the public from such 
harms is lack of independence of the regulator. The FDA’s 


Centre for Drug Evaluation Research (CDER) receives 65% of 
its funding from the pharmaceutical industry (mainly in the 
form of user fees).** For example, as part of the approval 
process for its COVID-19 vaccine, Pfizer made a wire transfer 
to the FDA of $2875842 million in May 2021” under the 
Prescription Drug User Fee Act of 1992.*° Full FDA approval for 
Pfizer’s COVID-19 injection duly followed in August 2021°” 
despite recent evidence emerging that the original RCT data 
suggested a greater risk of serious adverse events from the 
vaccine than from hospitalisation because of COVID-19. 


Separate analyses have revealed the overwhelming majority 
of new drugs that have been approved by the FDA in the past 
few decades have later been shown to be just copies of old 
ones, which is not surprising when one understands that 
drug companies spend 19 times more on marketing than 
they do on researching new molecular entities, which all 
contributes to considerable waste. Between 2000 and 2008 of 
the 667 drugs approved by the FDA, only 11% were found to 
be truly innovative. In the US it’s estimated that 30% - 50% 
of healthcare activity brings no benefit to patients. 
Extraordinarily, a survey of FDA scientists revealed 70% of 
them did not feel the FDA had the resources to perform 
effectively in its mission in ‘protecting public health ... and 
helping the public get accurate science-based information to 
use medicines and foods to improve their health’.* 


An analysis of every new drug product approved in France 
between 2002 and 2011 revealed only 8% offered some 
advantages and double that amount — at 15.6% — were found 
to be more harmful than beneficial with the majority of other 
new drugs being essentially copies of old ones contributing 
to a colossal waste of public money." Similar conclusions 
have been drawn in Canada and Holland. In my opinion the 
evidence is overwhelming that the overall net effect of the 
pharmaceutical industry in the last few decades on society 
and population health has been a hugely negative one. 


COVID-19 vaccination in lower risk 
individuals 


Irrespective of the merits of inoculating higher risk 
groups where a small but significant benefit may exist against 
the original Wuhan strain, vaccinating lower risk children 
in the name of preventing asymptomatic transmission has 
no strong scientific validity and therefore exposes them to 
possible harm. 


In the UK the Office for National Statistics has revealed an as 
yet unexplained significant increase in deaths over the 5-year 
average in 15- to 19-year-old children since May 2021. Given 
what we now know of potential harms especially in relation 
to myocarditis, myocardial infarction and sudden cardiac 
death (even in 16- to 39-year-olds) has the COVID-19 vaccine 
been excluded as a possible cause?” 


In September 2021, the Joint Committee on Vaccination and 
Immunisation (CVI) made a controversial recommendation 
that the Pfizer/BioNTech vaccine is marginally beneficial for 
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12- to 15-year-old children.” The Medicines and Healthcare 
products Regulatory Agency (MHRA, the UK’s equivalent of 
the FDA) had previously stated that: 


[T]hey have carefully reviewed clinical trial data for Pfizer/ 
BioNtech vaccine in over 2000 children aged 12-15 years of age 
and have concluded that the benefits of this vaccine outweigh 
any risk and that it is effective and acceptably safe in this age 
group ... No new side effects were identified and the safety data 
in children was comparable to that seen in young adults. As in 
the young adult age group, the majority of adverse events were 
mild to moderate, relating to reactogenicity (e.g. sore arm and 
tiredness).” (p. 1) 


Is this in keeping with the totality of the evidence? 


Award winning investigative science journalist Maryanne 
Demasi published the harrowing story of one of those 
trial participants, 12-year-old Maddie De Garay. After 
experiencing severe abdominal pain followed by seizures 
she was admitted to hospital and is now left permanently 
disabled, wheelchair bound and fed through a nasogastric 
tube. In Pfizer’s trial they reported her adverse effect as 
mild: stomach upset.” 


It is important to emphasise that the risk of death from 
COVID-19 in a 12- to 15-year-old is close to zero at 1 in 76000. 
In keeping with the principles of ethical evidence-based 
medical practice through shared decision making, parents 
need to be told that there is no high-quality data in children 
that the vaccine will prevent infection, transmission, serious 
illness or death but may come with serious side effects of 
myocarditis — particularly in young males where it occurs in 
up to 1 in 2700* — and serious disability as a general principle 
of transparent communication of risk and informed consent: 
without understanding the numbers involved the public is 
vulnerable to their hopes and anxieties being exploited by 
political and commercial interests. 


Could financial interests be biasing the 
recommendations? 


On its website the MHRA declares that the majority of its 
funding comes from the pharmaceutical industry and £3 
million (UK pounds) from the Bill and Melinda Gates 
Foundation (BMGF). Are policymakers and the public aware 
that the foundation’s corporate stock endowment is heavily 
invested in food (including McDonald’s and Coca-Cola) and 
pharmaceutical companies, directly and indirectly? As 
pointed out in a 2009 Lancet paper, the funders’ priorities are 
often driven by personal interests, not the health priority 
interests of the recipient country.“ ‘The BMGF’s portfolio of 
pharmaceutical companies calls for attention given Mr Gates’ 
personal belief in the role of patents as motors for innovation 
in medicines and medical technology’.* 


Obesity researcher Dr Zoe Harcombe has also investigated 
the financial ties that could potentially be biasing the view of 
the joint committee for vaccines and immunisation and 
discovered that the subcommittee members work for 
organisations that receive in total $1bn from the BMGF.* It is 


also worth noting that Professor Wei Shen Lim, chairman of 
the JCVI vaccine subcommittee, has direct responsibility for 
material levels of funding received by his department from 
Pfizer.” This is not in any way suggesting that the JCVI have 
acted in an improper way, but when confidence in an 
organisation such as the JCVI is imperative it’s essential that 
there should be no perceptions of conflicts of interest. The 
systems of selection of panellists, the scrutiny of evidence 
and the methodology and openness of their recommendations 
need to be beyond reproach. 


The most proximate cause of detrimental health 
outcomes: Corporate power and the commercial 
determinants of health 
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and procedures by which society is governed; determine 
the rights, living and working conditions of ordinary 
people; and take ownership of knowledge and ideas” 
(see Figure 1%). It appears that in the case of the mRNA 
vaccine, Pfizer has at least to some degree taken advantage 
of this corporate framework strategy by shaping the 
knowledge environment (Pfizer was responsible for the 
design and conduct of the trial, data collection, data analysis, 
data interpretation and the writing of the manuscript), the 
political environment (lobbying), preference shaping 
(corporate foundations and philanthropy, spokespersons 
and key opinion leaders, capture of the media), the legal 
environment (limit liability) and the extra-legal environment 
(opposition fragmentation by de-platforming critics of the 


current dominant narrative that the vaccine is safe and 
effective). Consequently, it has made tens of billions of 
dollars in revenue from a product that in comparison with 
time-tested traditional vaccines and most other drugs has 
extremely poor efficacy and unprecedented reports of 
serious harms. 


The commercial determinants of health are best defined by 
‘strategies and approaches adopted by the private sector to 
promote products and choices that are detrimental to 
health’. Corporations exert their power by a combination 
of factors including intellectual exploitation. This includes 
the ability to define the dominant narrative: set the rules 


Vehicles of power Practices of power Outcome of power 


Dimensions of power 


e Lobbying, revolving-doors and 
campaign and party donations 

e Direct participation in governmental 
agencies, committees and commissions 
and policy formulation 

e International treaties and trade 
agreements 

e Tied development aid 

Pressures on international 
organisations 

e Tax avoidance 


Political 
environment 


e One-dimensional view: 
Power over decision 


making and control 
over the political 
agenda 


© Two-dimensional view: 
Power to define issues 
and potential issues 


e Three-dimensional view: 


Power to avert conflict 
and keep conflict latent: 
conflict between the 
interests of the powerful 
and those over whom 
power is exerted 


Preference 
shaping 


Knowledge 
environment 


Legal 
environment 


Extra legal 
environment 


e Business associations and public 
relations companies 

e Corporate foundations and philanthropy 

e Spokespersons and key opinion leaders 

e Health professional organizations 

e Manufacturing doubt 

e Corporate spinning and framing 

e Corporate social responsibility (CSR) 

e Civil society capture: corporate front 
groups, think tanks and consumer 
groups 

e Manufacture disease 

e Capture of the media 
marketing and advertising 

e Product modification and targeting 
vulnerable populations 


e Science to specification 
e Funding medical education 
e Science laundromats 


e Limit liability 
Threat of litigation and pre emption 
e Unregulated activity 


e Opposition fragmentation 
e Illegal activity 
e Tax evasion 


Macrosocial 
determinants of health 


Population 
health 


Source: Madureira Lima J, Galea S. Corporate practices and health: A framework and mechanisms. Global Health. 2018;14(1):21 


FIGURE 1: Diagram of dimensions, vehicles, practices and outcomes of power. 
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Optimal metabolic health is having all five, and the metabolic syndrome (METS) 
is defined as failing to achieve at least three of the following: 


Source: Araujo J, Cai J, Stevens J. Prevalence of optimal metabolic health in American adults: 
National Health and Nutrition Examination Survey 2009-2016. Metab Syndr Relat Disord. 
2019;17(1):46-52. https://doi.org/10.1089/met.2018.0105 


HDL-C, high density lipoprotein cholesterol. 
FIGURE 2: Markers of metabolic health. 


Biased reporting in the media and censorship of 
legitimate scientific debate 


Corporations are able to shape preferences and frame the 
dominant narratives on the determinants of health, through 
unchecked invisible power. One pathway is through the 
ownership of mass media. The global media market is 
dominated by seven corporations and chains that own 80% 
of the newspapers in the US.” The grants paid to global 
media companies by the BMGF are notable — for example, 
The Guardian Media Group has been in receipt of over $12m 
in grants from the BMGF over the last 12 years. Control over 
advertising in print and broadcast media also has an influence 
over editorial decisions. Most health journalists (including a 
number I have spoken to) are generally unaware that the 
information they obtain for stories has been deliberately 
shaped by the private interests of manufacturers and 
‘research’ universities. 


The BBC, though seemingly not directly influenced by 
industry interests, has traditionally been seen by some as the 
UK’s most trusted media source. Its coverage of issues 
surrounding COVID-19 has in my view (possibly through 
additional government pressure) been extremely poor and — 
specifically on issues surrounding the vaccine — grossly 
negligent. During a recent report on tennis player Novak 
Djokovic explaining his decision to not take the vaccine until 
he has more information on its benefits and harms, a reporter 
asked the question ‘how much more information does he 
need?’. The reporter failed to mention the fact that Djokovic 
has had COVID-19 and that evidence suggests that natural 
immunity offers significant protection against reinfection and 
severe disease, and that systemic side effects are almost 
threefold more likely in those with natural immunity who 
subsequently get vaccinated. Furthermore, the BBC falsely 
framed a guest on popular podcast host Joe Rogan, Dr Robert 
Malone, as a ‘known anti-vaxxer, who is against vaccinating 
kids’, failing to mention that Dr Malone is a co-inventor of 
the very technology that led to the vaccine, has spent 20 
years in vaccine development at US government level and 
was one the first to actually receive two shots of the Moderna 
jab. The BBC also strangely failed to cover perhaps one of the 
most significant stories of the pandemic published in one of 
the most respected and influential medical journals in the 
world: An investigation by the BMJ revealed evidence of 
poor practices at a contract research company involved in 
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Pfizer’s pivotal COVID-19 vaccine trial. A regional director 
employed at one of the trial sites in Texas, US, documented 
evidence that Pfizer falsified data, unblinded patients, 
employed inadequately controlled vaccinators and was slow 
to follow up on adverse events. The very same day that she 
emailed her complaint to the FDA she was fired from her 
position.” She subsequently commenced litigation under 
whistle-blower legislation for fraud against Pfizer on behalf 
of the American Government (and the people of the US). 
Pfizer’s motion to dismiss the case (which apparently did 
not sway the judge) was based on the fact that the FDA had 
not acted on her (or any other) complaints, hence the 
allegations were not material to the Government. 


In the US, Senator Ron Johnson, who conducted hearings 
with healthcare professionals who were presenting data on 
clear, substantial and very common adverse effects from the 
mRNA jabs, which deserved widespread public attention, 
said ‘the mainstream media are co-conspirators in this 
political dirty trick. Will they be held accountable for their 
role in this deception’?* 


Social media platforms continue to be guilty of spreading 
misinformation. Their business model that focusses on 
increasing engagement at any cost makes society increasingly 
lose access to the truth and worsens our capacity for empathy 
as individuals, sowing even greater division and hostility. The 
so-called ‘fact checkers’ have censored anything that challenges 
the prevailing mainstream narrative (the establishment is 
trustworthy, and the vaccines are completely safe). They even 
labelled the BM)’s investigation into potential fraud in Pfizer’s 
pivotal trial as misinformation and stopped users sharing the 
story on their platform. A letter from the journal’s current and 
former editor in chief to Mark Zuckerberg calls into question 
the integrity of Facebook’s fact checkers: 
[R]ather than investing a proportion of Meta’s substantial profits 
to help ensure the accuracy of medical information shared 
through social media, you apparently delegated responsibility to 
people incompetent in carrying out this crucial task.” (p. 1) 


It has also come to light that Facebook has partnered with 
drug company Merck in deciding what content should be 
censored on its platform in relation to COVID-19 and the 
vaccine.” Is Facebook aware that Merck paid one of the largest 
fines in US history for being found guilty of fraud in relation 
to their pain killer Vioxx?® Not only did an investigation 
reveal that the drug did not reduce gastric bleeds (their 
original key selling point) in comparison with ibuprofen, but 
it significantly increased the risk of heart attacks and strokes, 
estimated to have caused excess deaths of between 40 000 and 
60000 Americans over a 5-year period.” 


Improving metabolic health 


Failure of public health messaging and policies to help 
individuals to improve their lifestyles during the pandemic 
represents a missed opportunity to mitigate harms from 
respiratory diseases such as COVID-19. After age, the biggest 
risk factor for worse COVID-19 outcomes has been obesity and 


conditions related to excess body fat. More than 90% of the 
deaths from COVID-19 occurred in countries where more than 
50% of the population is overweight or obese. The United 
Kingdom’s biobank data during the first wave revealed a more 
than fourfold higher risk in hospitalisation from COVID-19 
depending on lifestyle factors. For example, a non-smoking 
adult in their mid-fifties with a normal body mass index (BMI) 
and obtaining adequate physical activity levels had a 1 in 1521 
chance of being admitted to hospital after contracting 
COVID-19, whereas an obese, smoking, sedentary person’s risk 
was 1 in 327.” 


Postulated pathophysiological mechanisms of risk and 
complications from infection include an array of markers 
that have insulin resistance and chronic inflammation at 
the root. 


Even a single high blood glucose reading in non-diabetics 
(a marker of insulin resistance) admitted to hospital has 
been shown to be associated with worse outcomes.* It has 
also recently emerged in the UK that of the 175256 deaths 
associated with COVID-19 (2020-2021 inclusive) less than 
10% (17371) had COVID-19 as the only cause on the death 
certificate suggesting that the risk to those individuals 
with optimal metabolic health from COVID-19 (Figure 2°°) 
was significantly smaller, as per the results of the 
aforementioned UK biobank study.” 


The government and medical authorities should have 
made it a priority to emphasise the importance of eliminating 
ultra-processed foods and low-quality carbohydrates to 
reduce risk. They could have made the public aware that 
reversal of metabolic syndrome has been shown to occur in 
up to 50% of patients — independent of weight loss — within 
four weeks of dietary changes alone.“ 


The coronavirus disease 2019 was a momentary crisis that 
exploited a slow pandemic of poor metabolic health (see 
Figure 2°), which is also the predominant root cause behind 
the major chronic diseases that have been putting healthcare 
systems around the world under increasing strain for 
decades. It is estimated that healthier lifestyles would (in 
absolute terms) potentially eliminate 40% of cancers and 75% 
of cardiovascular disease and type 2 diabetes.” 


Optimising metabolic health would not just improve 
immune resilience but also reduce the burden of heart 
disease, type 2 diabetes, cancer and dementia. Learning 
lessons from tobacco control, policy changes that target the 
availability, acceptability and affordability of ultra-processed 
food and drink and low-quality carbohydrates would 
significantly reduce the burden of obesity, related metabolic 
diseases and likely optimise immune resilience in populations 
within a few years (see Box 3”). 


The solutions 


There was never any evidence justifying any COVID-19 
vaccine mandates, passports or any of the other coercive 
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BOX 3: Policies to curb obesity and lifestyle-related disease. 


1. Taxation of all ultra-processed foods and drinks needs to be enforced with the 
money gained going directly to subsidise whole and minimally processed 
foods such as fruit and vegetables 


2. All medical students and doctors need to have adequate training in nutrition 
and lifestyle medicine 


3. Every doctor should be measuring the metabolic health of their patients and 
making lifestyle prescriptions specifically linked to diet, physical activity and 
stress reduction to improve those health markers as their first-line intervention 
before the use of medication 


4. Compulsory nutrition education and cooking skills introduced into all school 
curriculums 


5. All hospital chief executives need to be made accountable for allowing the 
sale of ultra-processed food on hospital grounds, as it continues to harm the 
health of staff and patients and legitimises the acceptability of such food 
consumption to the wider public 


6. A ban on advertising of all ultra-processed food and drink on television and 
online demand services 


7. A public education campaign is needed to help consumers understand what 
ultra-processed food is and the harm it causes 


8. Acomplete ban and dissociation of ultra-processed food and drink sponsorship 
of sports teams and sporting events 


9. Local authorities should encourage active travel and protect and increase 
green spaces in urban areas to make the healthy option the easy option 


10. Medical staff, including doctors, nurses and dietitians, should themselves be 
assessed on their metabolic health and encouraged and helped to improve it, 
not just to set an example to patients but to optimise their own health and 
performance. 


Source: Malhotra A. The 21-day immunity plan. United Kingdom: Yellow Kite; 2021. 


BOX 4: Defining real evidence-based medicine and actions to deliver it. 


1. Is the application of individual clinical expertise with best available evidence 
and taking into consideration patient preferences and values in order to 
improve patient outcomes (relieve suffering and pain, treat illness and 
address risks to health) 


Makes the ethical care of the patient it’s top priority 


oe 


Demands individualised evidence in a format that clinicians and patients can 
understand 


Is characterised by expert judgement rather than mechanical rule following 
Shares decisions with patients through meaningful conversations 


Builds on a strong clinician—patient relationship and the human aspect of care 


Ss! oy Gi 


Applies these principles at community level for evidence-based public health 
Actions to deliver real evidence-based medicine 


1. Although the pharmaceutical industry plays an important role in developing 
new drugs, they should play no role in testing them 


2. All results of all trials that involve humans must be made publicly available 


3. Regulators such as the FDA and MHRA must be publicly funded, and not 
receive any money from the pharmaceutical industry 


4. Independent researchers must increasingly shape the production, synthesis 
and dissemination of high-quality clinical and public health evidence 


5. Medical education should not be funded or sponsored by the pharmaceutical 
industry 


6. Patients must demand better evidence, better presented (using absolute and 
not relative risk), better explained and applied in a more personalised way 


Source: Adapted from Greenhalgh T, Howick J, Maskrey N. Evidence based medicine 
Renaissance Group. Evidence based medicine: A movement in crisis? BMJ. 2014;348:g3725. 
https://doi.org/10.1136/bmj.g3725 


measures adopted by various governments worldwide. 
Every patient who was offered any COVID-19 vaccine should 
have been made aware of what their risk from COVID-19 is 
according to age and risk factors. In keeping with ethical 
medical practice, doctors should have informed patients of 
their absolute risk reduction for infection from previous more 
lethal variant being approximately 0.84% or 1 in 119 (based 
on non-transparent data) and that this level of protection 
only lasts for a few months. They should also have provided 
more precise and robust data on what the actual absolute 
individual risk reduction of COVID-19 death from the 
vaccine is, what the true rates of serious adverse events 
(such as permanent disability, hospitalisation or death) are. 


It is only when doctors and patients have all this information 
that they can then be empowered to have frank decision 
making conversations on whether any treatment — including 
this vaccine — is right for them. 


The profession must explain that optimising metabolic health 
will give patients the best chance for ensuring they are not 
just resilient to infection but reducing their risk of chronic 
disease including heart disease, cancer and dementia. 


The time has come to stop misleading evidence flowing 
downstream into media reporting and clinical decision 
making and resulting in unethical and unscientific policy 
decisions. It’s time for real evidence-based medicine (Box 4). 


There is also a strong scientific, ethical and moral case to be 
made that the current mRNA vaccine administration must 
stop until Pfizer releases all the raw data for independent 
scrutiny.” This will allow a more accurate understanding of 
which groups are more likely to potentially benefit from the 
vaccine versus those who are more likely to be harmed. 


Given all the recent well-documented aforementioned 
shortcomings in medical research integrity (including 
that possibly half the published medical literature ‘may 
simply be untrue’), the editor of the Lancet Richard Horton 
wrote in 2015 that science has taken a turn towards darkness 
and asked who was going to take the first step in cleaning up 
the system.® The unprecedented roll-out of an emergency 
use authorisation vaccine without access to the raw data, 
with increasing evidence of significant harms, compounded 
by mandates that appear to serve no purpose other than to 
bolster profits of the drug industry, have highlighted modern 
medicine’s worst failings on an epic scale, with additional 
catastrophic harms to trust in public health. 


We must use this as an opportunity to transform the system 
to produce better doctors, better decision making, healthier 
patients and restore trust in medicine and public health. Until 
all the raw data on the mRNA COVID-19 vaccines have been 
independently analysed, any claims purporting that they 
confer a net benefit to humankind cannot be considered to be 
evidence-based. 
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